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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of claims 1-7, 26-29, 41 and 46 in the reply filed on 22 January 
2009 is acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

2. Claims 8-25, 30-40, 42-45, and 47-50 are withdrawn from further consideration pursuant 
to 37 CFR 1.142(b) as being drawn to a nonelected subcombination, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 22 January 
2009. 

Claim Rejections - 35 USC § 101 

3. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

4. Claims 1-7 are rejected under 35 U.S.C. 101 . Based on Supreme Court precedent and 
recent Federal Circuit decisions, the Office's guidance to examiners is that a § 101 process must 
(1) be tied to a machine or (2) transform underlying subject matter (such as an article or 
materials) to a different state or thing. In re Bilski et al, 88 USPQ 2d 1385 CAFC (2008); 
Diamond v. Diehr, 450 U.S. 175, 184 (1981); Parker v. Flook, 437 U.S. 584, 588 n.9 (1978); 
Gottschalk v. Benson, 409 U.S. 63, 70 (1972); Cochrane v. Deener, 94 U.S. 780,787-88 (1876). 

An example of a method claim that would not qualify as a statutory process would be a 
claim that recited purely mental steps. Thus, to qualify as a § 101 statutory process, the claim 
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should positively recite the particular machine to which it is tied, for example by identifying the 
apparatus that accomplishes the method steps, or positively recite the subject matter that is being 
transformed, for example by identifying the material that is being changed to a different state. 

Here, applicant's method steps fail the first prong of the new Federal Circuit decision 
since they are not tied to a machine and can be performed without the use of a 
particular machine. 

The recitation of a "method in a computer system" in the preamble is insufficient to 
overcome this rejection, because it is not clear which, if any, method steps are being performed 
by a computer processor. 

5. Claims 26-29 and 41 are rejected under 35 U.S.C. 101 because the claims are directed 
towards software per se which is non-statutory. A system is an apparatus comprised of various 
structural components, these claims, however, recite different computer programming elements 
or modules for performing certain functions. Being absent any structural components such as a 
computer system, memory, computer readable medium, etc., the claims recite simply descriptive 
material, i.e. software per se. Claim 41 is similarly rejected as the claim may be directed towards 
computer software per se. 
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Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 1-7, 41, and 46 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims contain conditional statements such as "if so, outputing information. . ." "even 
though it is too soon. . ." "wherein it is not safe. . ." however the claims offer no alternative for if 
the condition was not met. These statements render the claims indefinite. 

8. Claim element "means for recieving" "means for determining" is a means (or step) plus 
function limitation that invokes 35 U.S.C. 1 12, sixth paragraph. However, the written description 
fails to clearly link or associate the disclosed structure, material, or acts to the claimed function 
such that one of ordinary skill in the art would recognize what structure, material, or acts perform 
the claimed function. 

Applicant is required to: 

(a) Amend the claim so that the claim limitation will no longer be a means (or step) plus 
function limitation under 35 U.S.C. 1 12, sixth paragraph; or 

(b) Amend the written description of the specification such that it clearly links or 
associates the corresponding structure, material, or acts to the claimed function without 
introducing any new matter (35 U.S.C. 132(a)); or 
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(c) State on the record where the corresponding structure, material, or acts are set forth in 
the written description of the specification that perform the claimed function. For more 
information, see 37 CFR 1.75(d) and MPEP §§ 608.01(o) and 2181. 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

10. Claims 1-7, 26-29, 41, and 46 are rejected under 35 U.S.C. 102(a) as being anticipated 
by anticipated by "Combining Tabular, Rule-Based, and procedural Knowledge in Computer- 
Based Guidelines for Childhood Immunization" by Miller et al. 

11. As to claim 1, Miller discloses a method in a computer system for preventing one or 
more immunizations from being administered to a person too early, the method comprising: 

receiving the immunizations to be administered to a person {Miller abstract and page 

212); 

determining whether it is too soon to administer the immunization {Miller page 221 
wherein the program determines whether "the dose is not yet due"); and 

if so, outputting information that the immunization being administered too soon {Miller 
page 214 wherein the system outputs doses which were given to soon). 

12. As to claim 2, see the discussion of claim 1, additionally, Miller discloses the method of 
further comprising: 

determining whether it is still safe to administer the immunization even though it is too 
soon to administer the immunization {Miller page 219 wherein the system determines a 
recommended age (at which the dose should be scheduled) and a minimum acceptable age (at 
which the dose may be given if the child happens to be at the clinic)). 
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13. As to claim 3, see the discussion of claims 1 and 2, additionally, Miller discloses the 
method wherein if it is safe to administer the immunization, outputting information that it is safe 
to administer the immunization (Miller page 225 figure 9 and pages 214 and 215). 

14. As to claim 4, see the discussion of claim 1 and 2, additionally, Miller discloses the 
method wherein if it is not safe to administer the immunization, outputting information that it is 
not safe to administer the immunization {Miller page 225 figure 9 and pages 214 and 215). 

15. As to claim 5, see the discussion of claim 1, additionally, Miller discloses the method 
further comprising: 

obtaining information regarding the safe timing of immunizations from a database (Miller 
abstract and page 219). 

16. As to claim 6, see the discussion of claim 1 and 5, additionally, Miller discloses the 
method further comprising: 

obtaining information from an electronic medical record of the person stored within a 
comprehensive healthcare system (Miller page 212). 

17. As to claim 7, see the discussion of claims 1 and 5-6, additionally, Miller discloses the 
method further comprising: 

utilizing the information from the electronic medical record of the person and the 
information regarding safe timing of immunizations to determine whether an immunization is 
being administered too soon (Miller page 212, 214-215, and page 219). 
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18. As to claim 26, Miller discloses a system in a computerized environment for preventing 
one or more immunizations from being administered to a person too early, the system 
comprising: 

a receiving module for receiving the immunizations to be administered to a person 
{Miller abstract and page 212); 

a determining module for determining whether it is too soon to administer the 
immunization (Miller page 221 wherein the program determines whether "the dose is not yet 
due"); and 

an outputting module for outputting information that the immunization being 
administered too soon {Miller page 214 wherein the system outputs doses which were given to 
soon). 

19. As to claim 27, see the discussion of claim 26, additionally, Miller discloses the system 
further comprising a second determining module for determining whether it is still safe to 
administer the immunization even though it is too soon to administer the immunization {Miller 
page 219 wherein the system determines a recommended age (at which the dose should be 
scheduled) and a minimum acceptable age (at which the dose may be given if the child happens 
to be at the clinic)). 

20. As to claim 28, see the discussion of claim 26-27, additionally, Miller discloses the 
system wherein if it is safe to administer the immunization, outputting information that it is safe 
to administer the immunization {Miller page 225 figure 9 and pages 214 and 215). 



Application/Control Number: 10/748,477 Page 9 

Art Unit: 3626 

21 . As to claim 29, see the discussion of claim 26-27, additionally, Miller discloses the 
system wherein if it is not safe to administer the immunization, outputting information that it is 
not safe to administer the immunization {Miller page 225 figure 9 and pages 214 and 215). 

22. As to claim 41, Miller discloses a system in a computerized environment for preventing 
one or more immunizations from being administered to a person too early, the system 
comprising: 

means for receiving the immunizations to be administered to a person (Miller abstract 
and page 212); 

means for determining whether it is too soon to administer the immunization (Miller page 
221 wherein the program determines whether "the dose is not yet due"); and 

if so, outputting information that the immunization being administered too soon (Miller 
page 214 wherein the system outputs doses which were given to soon). 

23. As to claim 46, Miller discloses a computer-readable medium having computer- 
executable instructions for performing a method, the method comprising: 

receiving the immunizations to be administered to a person (Miller abstract and page 

212); 

determining whether it is too soon to administer the immunization (Miller page 221 
wherein the program determines whether "the dose is not yet due"); and 

if so, outputting information that the immunization being administered too soon (Miller 
page 214 wherein the system outputs doses which were given to soon). 
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Conclusion 

24. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

a. "All in One Shot" by Paul Swiech discusses a " . . . computer records program that 
would flag a vaccine if a patient already has received it or would get it too soon ". 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eliza Squires whose telephone number is (571)270-7052. The 
examiner can normally be reached on Monday through Friday 8 am - 4 pm Eastern Standard 
Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Gilligan can be reached on 571-272-6770. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Eliza Squires/ 
Examiner, Art Unit 3626 
3/17/09 



/C.Luke Gilligan/ 

Supervisory Patent Examiner, Art Unit 3626 



